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Leadership 
by the Food and Drug Directorate 


By C. A. MORRELL 


Besides the Police Function, a Food-Drug Agency Has a Duty to Both 
Industry and Trade, Dr. Morrell Told the Division of Food, Drug and 
Cosmetic Law, American Bar Association, at Dallas, Texas, August 28 


| HAVE CHOSEN a rather difficult subject for a discourse to a 
group of leaders in industry and to successful members in the 
ancient and respected profession of law. Additionally, it is not a sub 
ject that a civil servant is generally considered to be qualified to 
expound to the public at large or to you, who are leaders in a profession 
which is vital to free democratic civilizations and which itself produces 


so many leaders in our culture, government and industry. 


Before attempting to do what I can with this subject I must 
emphasize that my working knowledge and experience have been 
acquired in Canada and what I will say has been derived from that 
local experience and may be applicable only to those local conditions 
However, Canada has a great diversity of races and kinds of people, 
and its industry is varied. There is no lack of problems and material 


for study. 


I ought first to define what I mean by “leadership,” although | 


do not think the word need be given any special meaning in this dis 


453 
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The Author Heads the Food and Drug 
Directorate in the Canadian Depart- 
ment of National Health and Welfare 





cussion. A leader is a guide and one who has influence, and the act of 
leadership is the giving of guidance and the exerting of influence. 


The members of the Food and Drug Directorate have the oppor- 
tunity of giving leadership when they exercise their knowledge, their 


position and the best qualities of their characters to guide and influence 
the industries and businesses with which they deal to produce the best 
products and to merchandise them in honest and ethical ways. 


A civil servant, if the word has a meaning other than as a class 
designation, is what the name says—a servant of the public—and all 
civil servants would do well to remember it. Civil servants can and 
do exert a considerable influence on the moral standards of a nation. 
As a class, its members provide a multitude of trades, skills and pro 
fessions for the use of the government in administering the business 
of a state. In spite of our reluctance to admit it, the business of gov- 
ernment necessarily must continue to grow. This does not mean that 
the functions of government need bé extended but that the business 
of administering the existing functions will increase with the increas 


ing complexity of our material world. 


I believe this can be well illustrated by examining the changes in 
both our food and drug industries over the last 30 or 40 years. The 
examination should include not only the kinds of food and drugs and 
their methods of production, but advertising and marketing as well. It 
was considered, at one time, in Canada that the main interest of the 
food and drug organization in the food industry lay in prepackaged 
foods. If you were to accept that as a fact—which I do not—you 
are nevertheless all aware of the great changes that have occurred and 
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that are continuing to be introduced in the marketing of foods. It 
appears that some day every food commodity will be prepacked before 
it reaches the retail outlet and not only prepacked, but processed to a 
considerable degree and, perhaps, even precooked as well. 

The drug industry provides further evidence of these changes. |! 
am unable to say with exactness how many pharmaceutical specialities 
and drug products of all kinds are now being sold in Canada, but it 
has been estimated that there are more than 26,000. Because of the 
great number of specialties, it seems to me that the pharmacopoeial 
drugs are rapidly disappearing from the druggists’ shelves and that 
the pharmacopoeias have little value to the practitioner either of 


medicine or of pharmacy. There is much duplication among these 


pharmaceutical specialties, but nevertheless each is sold under a trade 


name by a different manufacturer, and the specialties often differ, 
although it may be trivially, in composition or dosage form. Each one 
can be dangerous or result in fraud if improperly made. 

[ believe it is accepted by the citizens of all advanced countries, 
including Canada, that it is a proper function of government to take 
whatever steps are necessary to assure the public that their food is 
wholesome and that their drugs and medicines are safe and effective 
when properly used and that they are not grossly misrepresented. 
Having accepted this function, the government must provide a service 
to carry it out—one that keeps pace with the vast and rapid changes 


in the industries concerned. 


From what I have said so far, it could appear that the function of 
a government food and drug organization is that of a police force. 
While I do not deny that it has that function, and I think that function 
is important, I do not believe the police action to be its only purpose or 
even its main purpose. I believe it has a duty to provide leadership 


to both industry and trade. 


In Canada the food industry contains all kinds of people 
Owners of businesses may be graduates of universities with many 
years of experience (some are even lawyers) or they may be men who 
can scarcely read and write and with no previous contact with the 
food industry. We find the large, well-organized corporations employ 
ing competent technical personnel and, beside them, the “one man and 
his family” show. There are a few dishonest persons in all of these 
categories. I believe a similar statement could be made about the 


pharmaceutical industry. 
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The food and drug law applies, of course, to the products of all 
manufacturers. It is possible for the better businesses, large or small, 
quite easily to meet the requirements of the law; a great many of them 
do, and some of them exert controls that exceed in their standards of 
quality and cleanliness the basic requirements of the government. 
They do this because of their own knowledge and their high regard 
for their own products and the future of their business. 

On the other hand, there are many small industries in the early 
stages of their development, short of money and knowledge but with 
an honest intent and a determination to produce good products and 
to stay in business. These manufacturers may present a serious 


problem to the food and drug officers. It is here that leadership should 


be applied and that judgment must be sound. 


Protection of Public—Education of Manufacturers 

In dealing with such industries we should try to keep two things 
uppermost in our minds. Our purpose is to protect the public from 
both health hazards and fraud, and not to interfere with industry more 
than is necessary in doing so. If we are to do our duty, we are bound 
to interfere in what some manufacturers are doing or in what they 
want to do. If a manufacturer, through ignorance of the principles 
of sanitation, is preparing a food under unsanitary conditions, we have 
to bring this fact to his notice and use all methods within our power to 
educate those in charge as quickly as possible as to their responsibility 
to their customers. At the same time we must consider the possible 
consequences of the undesirable conditions we have found. If they are 
health hazards, action must be prompt and have the full force of the 
law. There is no excuse that would justify our allowing a food to be 
sold if there were positive evidence that a serious health hazard exists. 
Regardless of circumstances, I believe it is our duty to get the food 
in question off the market and to prevent any more of it from being 
sold to the public. This is, of course, a case for the police action and 
the judicious use of our legal authority. 

What leadership can be provided in addition to the exercise of 
police functions? One must examine the circumstances of any particu- 
lar case before an answer can be supplied. 

First of all, I think it is conceded that sterilized filth is not food. 
Consumers expect their food to be clean as well as safe and they have 
a right to expect that the cleanliness goes beyond what can be recog 
nized on examination of the food with their own eyes. We are well 
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aware, from letters received, of their feelings of revulsion when a fly 
or worm is recognized in food that has come to their plates. It is 
useless for a manufacturer to tell me that the food would be acceptable 
if so processed that the worms or flies were unrecognizable to the con- 
sumer. It is, therefore, an important matter that we are dealing with, 
even though no actual health hazard exists. 

In both of these cases our field men can exert an influence quite 
aside from that derived from their legal authority. 

After prompt action to protect the consumer from health hazards, 
the inspector can and does discuss the problem with the manufacturer. 
Using his technical knowledge and experience, he is often able to 
suggest methods of overcoming the danger and of producing an 
acceptable product. 


In dealing with harmless extraneous matter, perhaps a less-abrupt 


approach is justifiable. The undesirable conditions must be corrected 


as quickly as possible, but circumstances may be considered and a little 
time allowed. The attitude of the manufacturer is important here. If 
he displays interest and willingness to correct the situation and appears 
to be capable of doing so, every consideration is given him and the 
legal action will depend on the circumstances. When there is a lack 
of interest or obvious unwillingness or incapacity, the sanctions of the 
law are fully applied. 

The question arises from time to time as to how far our coopera 
tion should go and how long we should tolerate a condition we know 
to be improper. Such a question can only be answered when all the 
circumstances of any particular case are known. We have noted that 
the more interest we take in a man’s problems the more cooperative he 
will be and the sooner the difficulties will be overcome. This is an 
example in which leadership by the Food and Drug Directorate is 
advantageous to the public and to industry as well. Abrupt and full 
action may put a manufacturer out of business and—in some cases, at 
least—it is questionable as to whether such action would be in the 
best interests of the country in the long run. The infractions of the 
law resulting from ignorance can be prevented, the public can be 
protected and the manufacturers can continue in business producing a 
better product, meeting in every way the requirements of the Food 
and Drugs Act, if patience is used. 

It is, | think, quite worth while to exercise as much patience as 
the circumstances of the situation justify when enforcing this law. In 
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Canada many businesses are small and they have not the financial 
resources to hire technicians or scientifically trained personnel to 


supervise production and control. Nevertheless, they may be quite 


capable of producing a good, acceptable product if they get some help 
and advice at the right time. “Great oaks from little acorns grow” 
can exemplify the development of some of our large food manufac 


turers of today. 


Many industries have national organizations which can speak for 
an industry as a whole. These organizations are often intended for 
purely business purposes. They can, however, function in other ways 
than those that are strictly commercial. Recently we were asked by 
such an organization to set up a sanitary code under which the mem- 
bers of the industry concerned would operate. This looked like an 
opportunity to provide leadership, and careful consideration was given 
to the request. However, it was concluded that more real leadership 
could be exercised if our own scientists cooperated with the industry 
by helping them to set up their own code. In this way the industry 
would have the benefit or our advice and help, and at the same time 
would derive prestige in developing its own sanitary code in which it 


could properly take pride and satisfaction. 


The Food and Drug Directorate does not operate to make a 
financial profit and, consequently, our approach to many of the prob 
lems presented by the changing methods of processing and marketing 
of foods differs from that necessary to industry. Everyone is a con- 
sumer; even members of our own bureau are interested in having as 
great a variety as possible of wholesome, nutritious food presented in 
attractive, convenient forms and packages. No consumer, however, 
approves of such foods being misrepresented and all of us want them 
at the lowest price possible. At the same time the great majority of 
consumers are not in a position to know whether a new process in 
which chemical additives are used produces a food that is not only 
quite safe, but is also not fraudulent. 


There are, therefore, two viewpoints that arise when something 
new is introduced. The manufacturer looks upon it as something he 
hopes will make his product more desirable to the public. Our view 
point is one in which we try to consider the new substance or process 
in terms of public safety and to estimate the real value in the long run 
to the consumer. While many manufacturers do consider their view 
point and ours to be the same thing, I know there are those who do 
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not. It is to this latter group that we need to apply all our authority and 
persuasion as leaders. They must be taught that what is in the public 
interest must prevail and that they must play the game according to 
the rules followed by their more responsible and sagacious competi- 
tors. As a last resort, if they cannot be led, they must be driven. 


Carrying Out Duties to Producer, Merchant, Citizen 


We believe that it is the responsibility of the manufacturer to pro- 
duce evidence that the substance or process proposed for use is safe 
and does not result in a deceptive product. On the other hand, it ts 
the responsibility of the members of the Food and Drug Directorate 
to review this evidence and, where necessary, to undertake work to 
obtain additional facts to confirm or refute evidence submitted. It is 
the responsibility of the director to make decisions as to the accept 
ability of such proposals from industry and, when the occasion warrants 
it, to make proposals that would result in an acceptable product. This 
form of supervision is just as important as that exercised when deal 
ing with new drugs. There are those who think we demand too much 
information before accepting a new chemical substance in foods or 
before clearing a new drug. I do not believe we have ever been 
unreasonable in our stand or that we have ever refused to listen to the 
other side of a problem, I believe whatever we have done in carrying 
out our duties in this field has been for the good of Canada—not only 
for the producer and retail merchant, but for all citizens. 


In dealing with these matters, it is understandable that we have 
less difficulty from American industry selling in Canada. I suspect 
this is due in part to their familiarity with the activities of the Food 
and Drug Administration, as well as to the organization and facilities 
of American business to carry out research and to control the quality of 
their products. It is surprising what slight evidence some manufac 
turers claim to be satisfactory to demonstrate the safety of their new 
products. We have evidence that some of them have given only 
cursory and superficial thought to the safety of what they are doing 
I believe the reason these people are not disturbed is because they are 
using what appears to be very small amounts of the substances 
question. They forget, or have never appreciated, that the toxicity 
different substances varies greatly. A 30-millionth of an ounce 
some substances exerts a profound physiological effect. Again, 


think our directorate can supply leadership by explaining the danger 
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to them and by encouraging their efforts to develop their own critical 
programs for production of desirable, safe and useful foods and drugs. 


As I have mentioned before, there are thousands of pharmaceutical 
specialties marketed in Canada. How is effective supervision of this 
multitude of products to be exercised with a quite limited staff and a 
multitude of other duties? 


All of our work in the drug field impresses me with the importance 
of controls exercised by the manufacturer. A government control 
system that functions by collecting samples and analyzing them is 
important and necessary, but it is not as effective in preventing improp- 
erly prepared drugs from getting on the market as is an adequate 
system of controls in effect in the manufacturing plants themselves. 
The latter will prevent mistakes from happening whereas the govern- 
ment check system will find them only after they have been made 
but perhaps not before considerable damage is done. 


Government control does have an indirect effect, in that a manu- 
facturer who knows that his mistakes may be found out and that he 
will be punished for them is likely to take some steps himself to prevent 


mistakes. 


Nevertheless, it is impossible that the multitude of specialties and 
other drugs on the market will receive continuous or thorough atten 
tion from our government agency. For this reason, our inspectors 
concerned with drugs have been devoting much of their time to factory 
inspection in which they examine production charts, control charts and 
forms, and specifications and fermulas, as well as methods of analytical 
control of the finished product. It is felt that products from a manu 
facturer who runs a well-controlled plant where procedures are carried 
out in a tidy and systematic manner will not likely be a hazard to the 
public because of mistakes or accidents in the plant. 

It was surprising to learn that several manufacturers apparently 
operate more or less by rule of thumb and by guess. In these cases, 
steps have been taken to advise manufacturers as to what is basically 


necessary and to point out their vulnerable position in case of accident. 
It is felt that our inspectors can lead the ignorant manufacturer in the 
right direction, and where they can’t lead they can drive. I feel that, to 
provide the necessary protection to the public, it is our duty not only 


to set standards and enforce them as well as we can, but to stimulate 
businesses to establish quality-control measures in their factories. It 
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is difficult sometimes to convince a manufacturer that the excellence 
of his product is “a vital key to his competitive survival” and that 
quality control is the only safe means of assuring that excellence at 
all times. 

Another important field in which leadership and example are 
needed in Canada is that of research and development. If a manufac- 
turer wishes to progress, he must devote money and staff to experi 
mental work that will improve his products or produce new ones. In 
Canada a great many of the food and drug products sold are manu- 
factured by branches of large companies abroad. For economic 
reasons, the research and development for such products are usually 
carried out at the parent plant. This circumstance deprives Canadian 
scientists of the opportunities that would otherwise be provided for 
them to work at their specialties in their own country. In the search 
for more and better jobs, many of our scientists are going abroad and 
are lost to Canada. 

On the other hand, the home industries—with some exceptions, 
of course— have not displayed too much interest in research programs. 
Many of them are perhaps too small to finance any very serious 
research, but I am sure there are many others that could combine 
some research with their control programs—when, indeed, they have 
any of the latter. I think perhaps there is a tendency to wait for some 


one else to do it or to turn to the government for help. 


Research and Progress 


I believe the Food and Drug Directorate, through its work in 


scrutinizing new products and in criticizing control measures employed 


by manufacturers, does encourage research and the application of 


science in the food and drug industries. This in itself is a good thing 
for the products and, indirectly, for the country as a whole. A number 
of manufacturers established control laboratories as a result of their 
contacts with the food and drug organization and, having done so, 
management finds itself interested in, and able to investigate, new 
methods of production. Greater efficiency and even new products 
have resulted. 


While the Food and Drug Directorate by nature of its function is 
not able to carry out research for industry, it does give advice and 
information. It also develops new methods of analysis and examina 


tion and, with the help of industry, it sets new standards 
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The directorate is not primarily a research organization, but some 
of its divisions carry out a great deal of research, and the directorate 
as a whole does apply scientific knowledge and methods in its work. 
No scientist will remain for long productive and useful as a profes- 
sional man unless he is engaged in exploring new fields. He must be 
curious about what is not known and critical of his own work, as well 
as that of others. The central laboratory of the Food and Drug 
Directorate is engaged largely in research and investigation. While 
methodology is an important part of its program, nevertheless it is 
also employing methods to determine the pharmacological action of 
drugs, the safety of new drugs and food additives, the nutritive value 
of foods, the effect of bacteria on foods, and the newer physical and 
chemical methods of food preservation, the stability of drugs and 
vitamin preparations, and a host of other subjects. All of this ts 
directly applicable to the work of the directorate. Findings are pub 
lished in scientific journals available to industry. In this field of 
research and investigation the scientific laboratory staff of our organiza- 
tion is providing an example, as well as advice and information, to that 
more backward portion of Canadian food and drug industry that is 
very much in need of both the example and the knowledge. 


If I were asked to define the function of the Food and Drug 
Directorate | would say that it administers the law. In saying that, 
however, I would mean that it does so in a number of ways which go 
far beyond the routine of parroting the words of the acts and their 
regulations. These words are based on scientific facts, and those 
administering the law must know what is involved in them, how 
reliable they are and what knowledge is missing. The purpose of the 
law concerned is to protect the public and not to be an impediment to 
development and progress. The Food and Drugs Act is meant to be a 
benefit to Canada by guiding the orderly development of its food and 
drug industries so that the consumer may feel at all times safe in the 
use of the products of those industries. 


Those administering this law can and should exert far more 
influence than is involved in their role as policemen. They can give 
leadership where it is much needed by pointing out what must be done 


and by stating their views as to what is for the public good. Their 


advice and help is also available and, I believe, has been useful to the 
honest beginner, at least, in the food and drug industries. [The End] 





During the Annual Meeting, Division of Food, 
Drug and Cosmetic Law of the American Bar 
Association, at Dallas, the Writer Outlined 


Progress and Opportunities 


in Food and Drug Protection 


By BRADSHAW MINTENER 


R. CHAIRMAN and Fellow Members of the Division 


account I would like to say something that will help to promote the 


This is my last public statement as a federal official, and on that 


programs and objectives which I have been working for as a member 
of the Eisenhower Administration. Such a speech is commonly called 
a “swan song.” According to a very ancient legend it was the song 
fabled to be sung by the swan when dying—hence, the work composed 
shortly before the artist’s death, or at the end of an artistic period. 

The swan you see before you is not that kind of a swan. In fact 
as a member of the bar and as a private citizen | intend to keep right 
on working for the cause which led me to take the job which I have 
enjoyed so much for the past two years. In many ways we may be 
able to do more outside, than within, the government 

As you may know, one of the reasons | accepted the post of 
Assistant Secretary of Health, Education, and Welfare was to see what 
I could do to help the Food and Drug Administration. In my opinion, 
there is no function of our government that is more important than the 
enforcement of the laws which require our foods, drugs and cosmetics 


to be pure and wholesome, safe to use, and truthfully labeled 


Some very substantial progress has been made in this field of 
government endeavor during the past four years. When President 
Eisenhower took office, the ink was hardly dry on the Supreme Court 
decision in the Cardiff case. The power to inspect factories had been 


declared invalid, and the inspectors of FDA could enter only at the 
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pleasure of the plant management. To the very great credit of law- 
abiding regulated industries, FDA’s operations were carried on much 
as usual for a period of about eight months. In his first message to 
Congress the President called for a prompt amendment to restore 
compulsory inspection. Such a law was enacted, giving FDA’s agents 
the right to enter and inspect, on presenting notice, all establishments 
where foods, drugs or cosmetics are manufactured, packed or held 


for sale. 


The next milestone in these four years of progress was the enact- 
ment by the Ejighty-third Congress of the first Hale Amendment, 
designed to shorten and simplify the procedure for establishing food 
standards. Our fellow member, Michael F. Markel, of Washington, D. C., 
deserves great credit for his leadership in securing the enactment of 
this amendment. The success of this legislation prompted the recent 
action of the Eighty-fourth Congress to apply the same streamlined 


procedure to FDA’s other rule-making activities. 


Many of the chemicals used today to control insects, weeds, and 
other pests are highly toxic. Yet they are vitally necessary for agri- 
cultural production. Without them our crops would be taken over by 
their natural enemies, and the cost of many foods would be much 
higher. The Miller Pesticide Amendment, signed by the President on 
July 22, 1954, provided for safe tolerances for the amounts of residues 
of those chemicals which may remain on raw agricultural commodities. 
Over 1,200 tolerances or exemptions have now been set for &2 different 


pesticide chemicals when used on different commodities. 
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At the time I entered the Department (September 7, 1954), the 
important grain-sanitation program of the Administration had been 
suspended. It looked like a major defeat for the cause of cleanliness 
in our food supply. It would take all morning to tell you what we had 
to do to get that program back on the track, but I will just say that it 
is now in its second year of successful operation and I believe will 
bring about progressive improvement in the sanitary handling of 
wheat and other grain. It is receiving the wholehearted support and 
cooperation of the Department of Agriculture, the grain trade, and a 


great many farm organizations. 


Beginning of Citizens Advisory Committee 


On September 1. 1953, former Commissioner Crawford, in a 
memorandum to Under Secretary Nelson Rockefeller, proposed the 
appointment of a committee of distinguished citizens to make a com- 
prehensive study of the Food and Drug Administration. Mr. Craw 
ford and I had previously discussed such a committee on several 
occasions. He particularly pointed out the inadequacy of the staff 
and facilities in the light of the great growth and many changes which 
had taken place in the food and drug industries. As a result of this 
suggestion I was assigned the responsibility of selecting the advisory 
committee which Secretary Oveta Culp Hobby appointed in December, 1954. 


We can hardly overestimate the importance of the work done by 
this distinguished committee. Its report recommended a very sub 
stantial expansion of the FDA staff and facilities—a threefold to four- 
fold increase within a period of five to ten years. It set a goal of 1,000 
inspectors, with the necessary scientific and administrative organiza- 
tion. It recommended increased use of the techniques and tools of 
education to promote law observance. It pointed out the critical need 
for a new office and laboratory building to house the Washington 
headquarters and research divisions. It made numerous other specific 
suggestions regarding programs, organization and management policy. 
Many of these valuable suggestions have been adopted. Others depend 
on Congressional action to provide the needed funds. 


Regardless of the results of the forthcoming election, I have the 
greatest confidence that the next administration and Congress will 
continue to carry on the policy of strengthening the Food and Drug 
Administration. The need to do this is too great and too obvious to 
be denied. It is really a nonpolitical matter—everybody eats and uses 
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drugs and some form of cosmetics. However, public support 
especially by you lawyers and your principals—is needed to continue 


the progress already made. 


The Congressional cuts of almost $600,000 from FDA’s 1954 and 
1955 budgets were not recommended by the Department or the Adminis- 
tration, Offsetting these cuts, we have had two increases—$384,000 
for 1956 and approximately $1 million for 1957. Increased costs of 
operation, however, have had the effect of offsetting the increased 
funds, so that under the 1957 appropriation there are actually just five 
more budgeted positions than FDA had budgeted in 1952. As of 
August 1, there were 935 employees engaged in enforcement work and 
its supporting activities, not including the certification services. 


Importance of 1958 Budget to Accomplishment 
of Committee's Objectives 


This shows the critical importance of FDA’s 1958 budget, which 
will go to Congress in January. In my opinion, this budget will deter- 
mine to a large extent whether the objectives suggested by the citizens 
committee will be reached. There will have to be a very substantial 
increase in order to show any real progress in the FDA expansion 
program, I should like to repeat here what Secretary Folsom said at 
the fiftieth-anniversary banquet in Washington on June 27: 


Food and drug protection for the American people must now advance, and 
continue to advance, in order to meet the challenge of scientific developments and 
growth in our food, drug, and cosmetic industries. The Food and Drug Admin 
istration must be given what it needs to catch up, and keep up, with its job 


Last January at the New York Section meeting, I said that in 1956 
we would reovch a turning point in food and drug protection for the 
American people. I believe subsequent events have fully justified that 
observation. Only a few weeks ago something happened which | 
believe clearly identified the turning point more than any other one 
thing I could mention. That was the approval of the new FDA head 
quarters building, to be completed in 1959 or 1960. 


What Headquarters Building Will Do 


This building will remove one of the most serious potential bottle- 
necks to the expansion program, namely lack of space to house the 
new laboratories and personnel. It will help the FDA scientists and 
administrative people to do the kind of job which needs to be done, 
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today and in the years ahead. For example, this building will enable 
the FDA research divisions to do better work in (1) developing methods 
for detecting and measuring pesticide residues on fruits and vegetables ; 
(2) research on the safety of new chemical food additives and foods 
sterilized by radiation; (3) animal-feeding studies to determine the 


toxicity of coal-tar colors used in foods, drugs and cosmetics and 


(4) pharmacological testing of the safety of new chemotherapeutic 
agents proposed for experimental use in the treatment of cancer. 


Such activities are presently carried on in laboratories which have 
long been outgrown, The scope of the programs is limited because of 
lack of space as well as lack of manpower. When the work on pro 
posed drugs for cancer was started, the only space available was in a 
garage in the subbasement. This program on cancer drugs, incidentally, 
is a good illustration of the benefits of cooperation and co-ordination 
in research activities. The National Cancer Institute, the Army, the 
Navy, the Veterans Bureau and private foundations are all engaged 
in various phases of cancer treatment and research, The FDA 
pharmacologists are recognized as experts in animal studies on the 
safety of new drugs and chemicals so, instead of setting up another 
laboratory in some section of the government and hiring some more 
scientists, the National Cancer Institute contracted this part of the 


job to FDA. 
Delisting of Coal-Tar Colors 


To complete this chronicle of events during my tenure of office, 
I should mention the important regulation removing three coal-tar 
colors from the list of those permitted in foods. This order, which was 
the first such action under the 1938 law, has just been upheld by the 


United States Court of Appeals for the Second Circuit 


I would also like to mention the public warning against the 
Hoxsey treatment for internal cancer. This was the first formal public 
notice of its kind to be issued under the authority of Section 705 of the 
Federal Food, Drug, and Cosmetic Act. 


Now I would like to speak about some of the opportunities for 
public service which lie ahead of us as lawyers in the field of food and 
drug protection. I speak of them in this meeting because we have a 
very primary and personal interest in this law, and we—as lawyers 
are part of the organization which society has created to enforce ite laws 
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We have the opportunity to help implement the recommendations 
of the Citizens Advisory Committee which studied the Food and Drug 
Administration. We, ourselves, should be thoroughly familiar with 
those recommendations, and we have the responsibility, I believe, to 
promote general public understanding of the recommendations and of 
the value to all consumers of adequate protection in foods, drugs and 
cosmetics. In this connection, we would be derelict if we failed to 
point out that adequate protection requires adequate funds, for only 
through adequate funds, which provide adequate staff and facilities, 
can enlightened and effective administration serve to keep food and 


drug protection abreast of changing needs. 


Congress to Face Chemical-Food-Additive Problem Again 

When Congress reconvenes in January there will be a new oppor- 
tunity to work for adequate and practical legislation to insure the 
safety of chemical food additives. I do not share the belief of some 
that no progress was made on this critically important health problem 
during the last session of Congress. It is unfortunate for everyone, 
[ feel, that the hearings took the course which eventually resulted in a 
stalemate. However, these hearings held by the House Committee 
on Interstate and Foreign Commerce did bring out the differences 
between the various bills introduced to deal with this problem. The 
hearings also showed that there was a wide area of agreement as to 
the objectives which should be attained by such legislation. Finally, 
the points of controversy were quite clearly defined, making it pos- 
sible to focus attention on resolving those differences in a law that will 


be adequate to protect the public. 


This matter of chemical ingredients in food, in my opinion, is one 
of the really serious and important public-relations problems of the 
foods industry, It will never be solved satisfactorily as long as there 
is any question or doubt that all food ingredients are not as completely 
safe as it is humanly possible to make them. The only solution, I 
believe, is a law that requires adequate testing for safety before the food 


additive is put on the market—and there should be no loopholes in this 


requirement. I am sure such a law can be written which will protect legiti- 


mate rights of industry as well as the public. We will just have to back 


up and try again. 
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FDA-Industry Conferences Indicated 


I have great faith in the idea of getting people with a problem 
together until they can work out a solution. Perhaps that is what 
should be done in regard to this problem of legislation on chemical 
additives. The FDA people are doing this more frequently all the 
time—inviting industry groups to come in and talk about their mutual 
problems and, in that way, to lessen the likelihood of misunderstand 
ings and prevent law violations. It can be a very effective method for 
administering a technical law like the Federal Food, Drug, and Cos 
metic Act. The most recent example was a conference on labeling of 
medicated feeds. We had a situation in that industry in which some 
of the feed labels were unnecessarily complicated due to certain impres- 
sions about FDA’s interpretation of the law which had become quite 
common throughout the industry. To further complicate matters, the 
state feed-control people also have jurisdiction over these feed labels. 
At the American Feed Manufacturers convention, | suggested a small 
joint meeting with representatives of FDA, the feed manufacturers 
and the state officials. It was held, and quite quickly they worked out 
some new labels which I believe will be much more satisfactory from 
the standpoint of the feed manufacturer and more easily understood 
by the farmer, and will fully protect the public. 

The next conference of this kind which the FDA people have on 
their schedule will be in September, and will deal with the problem of 
antibiotic residues in milk, resulting when farmers treat their cows for 
mastitis. Since that is a disease that can be communicated to people, 
it is very important to control it. At the same time we do not want 
penicillin or other drugs getting into our milk supply. Representatives 
of the drug manufacturers, the medical profession, the veterinarians 
and the dairy industry will get together to see what can be done to get 
farmers to discard the milk from treated cows for at least three days 
after the last treatment. Such conferences are an important part of 
FDA’s educational program. Often they get results which could not 
be attained in any other way. I believe the further development of this 
approach is another of the most important opportunities in food and 
drug protection today. At the same time, I am sure it must be backed 
up by enforcement proceedings for those who insist on putting the 


dollar ahead of good citizenship. 
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Suggestions for Improvement at State Level 


Finally, there is one more great opportunity for public service in 
the field of food and drug protection, and that is the opportunity to 
work for stronger and better state laws and law enforcement. I believe 
the whole area of state food and drug law enforcement needs to be 
critically examined. The situation in most states is far from satisfac 
tory. Many of them have antiquated laws. Practically all of them 
lack adequate, modern laboratory facilities. Their pay scales are too 
low. Many of them do not give their employees the protection of 
civil-service status. In this technological age it is imperative that the 
state food and drug officials be given facilities and personnel to improve 
their operations. Their laws should be brought up to date, salaries 
should be increased and the technical personnel should be well quali 


fied and protected by civil service. 


I was very pleased to see a resolution adopted at the last meeting 
of the Association of Food and Drug Officials of the United States 
recommending that some study of state facilities and responsibilities, 
comparable to that made of FDA by the citizens advisory committee, 
should be undertaken. I am sure that such a study will be a great 
contribution to public health and welfare. The states pioneered in this 
field, but for many years their activities have been becoming relatively 
less and less important when compared to the work done on the federal 
level. There are, of course, some states which are the exception to 
this. I believe it is now time for both state and federal food and drug 
law enforcement to “catch up—and keep up” with their jobs. [The End] 


@ FDA REPORT FOR JULY @ 


Twenty-two lots of unfit food were seized in July, 1956, the Food 
and Drug Administration reported on August 24. Two of the seizures 
involved carloads of wheat that had been treated with a poisonous 
mercury compound for seed use and was later mixed with good wheat 
and shipped for food use. Another was an imitation vanilla flavor con 
taining coumarin, a deleterious ingredient not permitted in food. Nin 
teen of the seizures removed 478,975 pounds of decomposed and 
filth-contaminated food from trade channels, Ten lots of drugs and 
two medical devices were seized because of misleading curative state 
ments or failure to meet the strength or quality claimed, or because 
they were being marketed without new-drug or certification clearance 
Voluntary actions by owners removed 69 tons of unfit foods and drugs 
valued at $20,000 from sales channels. 


Nine criminal prosecutions were terminated during July 





PROGRESS AND PROBLEMS 


By JOHN L. HARVEY 


The Author Delivered This Address at the Annual Meeting of the Division 
of Food, Drug, and Cosmetic Law, American Bar Association Section 


of Corporation, Banking and Business Law, at Dallas on August 28, 1956 


\ R. CHAIRMAN and Fellow Members of the Division of Food 
L 


Drug and Cosmetic Law: 


| am indeed fortunate in having this opportunity to address our 
division at a time when the forecast for further development and 
expansion of the Food and Drug Administration is so bright. Secre 
tary Mintener has told you of many of the recent developments in 


our organization and of the hopes and aspirations which we have 


I might say that my position on this program between Mr 
Mintener and Assistant General Counsel Goodrich places me in the 
position of an unusual sandwich with the meat on the outside. I do 
not wish to invade the province of the Genéral Counsel, who doubtless 
will enliven the session with his comment on the more recent judicial 
decisions, nor can I detract from the excellent recapitulation of the 
major administrative features that the Assistant Secretary has given you. 

This is the golden-jubilee vear for the Food and Drug Adminis 
tration and many, if not all, of you have participated in some of the 
major commemorative meetings and celebrations which have marked 
this fiftieth anniversary. I should like to take this opportunity to 
express the very genuine appreciation of the members of the Food 
and Drug Administration for the many kind words'that have been 
said about the accomplishments of the organization and also express 
many thanks for your forbearance as to our shortcomings. Indeed, 
the sessions have been marked by sweetness and light, which I feel 
sheds at least as much credit upon the food, drug and cosmetic indus 
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tries, and the lawyers who so ably represent them, as upon the members 
of the Food and Drug Administration. The anniversary reminiscences 
have been very pleasant, but it would be nothing more than an event 
of mutual congratulations if we did not look upon it as a point from 
which to go forward and build more soundly for the future. 


In exchanging words that are gratifying to our personal conceit, 
it is well everlastingly to remember that the real dedication is to the 
welfare of the ultimate consumer for whom, in a final sense, we all 
work. The contributions of The Food Law Institute to the com- 
memoration of this year and to the over-all progress of service to 
the consumer in years past have been outstanding and are deserving 
of an award for “distinguished and dedicated service” in the same way 
that the certificate of award commends the Food and Drug Adminis- 
tration. The series of parties have been stimulating and exciting, and 
we are back to work with rosy prospects for the immediate and 
continuing future. 

Mr. Mintener has paid tribute to the members of the distinguished 
citizens advisory committee and the inestimable value to the public 
of the work that they have done. While it is true that many of the 
recommendations of that committee can be implemented only after 
money has been provided, it is also true that the philosophy and spirit 
exemplified in the committee report, as well as some of the concrete 


improvements recommended, have already been adopted. 


The committee’s recommendation for rejuvenation and expansion 
over a period of from five to ten years to a threefold to fourfold level 
of increase provides for proceeding at “all deliberate speed.” We 
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well recognize the many problems involving quarters, equipment, 
recruiting, training, and welding together that are involved. Congress 
has already joined in the program with a substantial start by way of 
increased appropriation, and the outlook is good. 

We have begun some internal reorganization calculated to pro 
vide for more efficient operations and to set up an expansible frame 
work for the more ready absorption of an expanded organization, 
Headquarters activities have been grouped into five bureaus for opera 
tion under the Commissioner, with a small “front office” staff. These 
new bureaus are: Bureau of Enforcement, Bureau of Field Adminis- 
tration, Bureau of Program Planning and Appraisal, Bureau of Medi 
cine and Bureau of Biological and Physical Sciences. Such functions 
as administrative and business management, federal-state relations, 
trade and industry relations, public relations, food standards and 
regulation-making are immediiutely associated with the office of the 
Commissioner. It is quite true that educational and public and indus- 
try relations are carried on throughout the organization in the field 
and in Washington. There is much to be accomplished in providing 
educational service to industry and to the public and in improving 
our relations in these areas. It is only fair, however, to say that 
tremendous efforts by our organization in these areas have been 
carried on in the past, but perhaps in such fashion as to be less readily 
apparent than will be the case under the new organizational setup 


Summary of Recent Events 

I should like to recount to you a few events of the past season 
not referred to in Secretary Mintener’s remarks. 

One sanction or tool of the law which has not heretofore been 
employed in precisely the same way was utilized recently. Since the 
technique of public warning as a means of enlarging protection for the 
consumer is a matter of interest to lawyers, I should like to say a 
word about the public notice regarding the Hoxsey cancer treatment 

Section 705 of the Federal Food, Drug, and Cosmetic Act and 
the appropriation acts contain authority for the Secretary and, by 
delegation, the Commissioner to utilize publicity. 'n that section we 
are required to publish judgments, decrees and court orders rendered 


under the Act and are authorized and empowered to collect, report 


and illustrate results of investigations of the Department and to cause 
to be disseminated information regarding foods, drugs, devices or 
cosmetics in situations involving, in the opinion of the Secretary 
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imminent danger to health or gross deception to the consumer. In 
the case of the Hoxsey cancer treatment, the worthlessness of the 
drugs had been adjudicated under judgment of the United States 
Circuit Court of Appeals, with certiorari denied. Notwithstanding 
this fact, there was continued and widespread reliance placed upon 
this treatment by deluded and deceived persons who are suffering, or 
believe they are suffering, from the dread disease of cancer. This, 
in the opinion of the Secretary, was a situation involving imminent 
danger to health and gross deception to the consumer regarding drugs. 


Thereafter, acting under the power granted in Section 705 and under 


the delegation of authority from the Secretary, the Commissioner of 
Food and Drugs caused public notice to be given of the facts about 
the Hoxsey cancer treatment. There has been evidence of the wide 
spread distribution of the notice so that people throughout the land 
have had an opportunity to reach their conclusions about this treat 
ment in the light of the known facts. 


Public Warning Not a Universal Tool 

I think it is worth while for me to say that we in the Food and 
Drug Administration do not contemplate that the apparent value of 
utilizing public notice in this instance is a signal for us to employ 
this authority or sanction generally in substitution for the conventional 
remedies of the law or in any manner that would remotely justify any 
charge of irresponsibility in the exercise of the power of publicity 
It does illustrate the dimension of the law and the wisdom of the 
legislators in providing for contingencies that do arise. Certainly, it 
is not a universal tool any more than that contemplated in the legal 
concept of restitution, about which I believe some of you have heard 
The use of the extraordinary remedies that are provided in extra 
ordinary cases cannot, in my view, be criticized; such use need not 
generate any alarm that the power will be misused. 

In another area which doubtless requires little explanation to 
lawyers, there is a case that has evoked some criticism from the 
ill-informed. In actions against Dr. Wilhelm Reich and his associates, 
the United States District Court ordered, as a part of the compliance 
with a decree of injunction restraining illegal distribution of certain 
devices, that certain printed material be recalled and destroyed. This 
material constituted labeling for these devices as “labeling” is defined 
by the law, and the fact that some of the false and misleading repre 
sentations used in promotion of the sale and rental of the device were 
contained in books with hard covers does not change the fact that 
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this labeling which accompanied the article is false and misleading, 
and is “labeling” as defined. Surely if one may call this false labeling 
a book, and thereby escape from the provisions of the law, a glaring 
loophole exists. A point that I wish to emphasize is the complete 
distinction between the order of the district court requiring an effec- 


tive discontinuance of false labeling and “book burning” in the concept 


of the suppression of the spread of knowledge. Some of you may 
recall that a number of years ago seizure and subsequent destruction 
were carried out with respect to certain molasses and accompanying 
labeling in the form of books with hard covers which represented 
the molasses as a panacea for the ill. The design and style of labeling 
within the meaning of the Act is defined as “written, printed, or 
graphic matter” and, in a legal sense, accompanies the article in 
interstate commerce, as is more fully set forth in the Urbeteit and 
Kordel decisions by the Supreme Court. 

We are all familiar with the fact that many well-meaning people 
seem to do their thinking in terms of slogans and catch words which 
has prompted me to give you the foregoing as a true statement of 
affairs with respect to the practice of “book burning” by the Food 


and Drug Administration. 


Eighty-fourth Congress—Food and Drug Legislation 

Now I should like to say a few words about food and drug legis 
lation in the Eighty-fourth Congress. While the period just closed 
brought forth considerable “sound and fury,” the effective results in 
legislative addition and change offer a rather short chronicle 

That which did become law is all consistent with the views and 
philosophy of those of us in the Food and Drug Administration and, 
certainly as far as it goes, does not weaken the law. It is a matter 
of regret to us that some of the outstanding important legislation 
did not become law and, doubtless, some that did is of less than 
earth-shaking importance. You may be interested to know that, with 
the concurrence of the Food and Drug Administration, the Congress 
amended its own definition of dried skim milk and rechristened the 
article by changing the statutory name from “nonfat dry milk solids” 
or “defatted milk solids” to “nonfat dry milk.”” Whether this change 
will increase the demand for dried skim milk remains conjectural, 
but it doubtless will save a small amount of printer’s ink and will add 
to the smooth flow of the television huckster’s pitch for this particular 
commodity. It is the law of the land and I am not sorry nor, candidly, 


am I particularly glad. 
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Temporary Permission for Continued Use of Delisted 
Color for Coloring Orange Skins 

The Congress enacted, and the President signed, a law which was 
designed to permit the continued use of a coal-tar color, for coloring 
the skins of oranges not intended for processing. This legislation 
arose over the fact that the Secretary delisted and discontinued certifi- 
cation of this color for use in or on foods because of conclusive evi- 
dence as to its toxic character. This evidence did not include specific 
findings of toxic results from its use in coloring oranges, but it was 
our view that under the law if the Secretary found it necessary to 
deny its use in, for example, popcorn and candy—where it had pro- 
duced specific illness—he must also deny its use in food generally, 
since it is not harmless and suitable for use in foods. 

This view has been the subject of review in the United States 
Court of Appeals for the Second Circuit on petition of the Florida 
citrus industry ; that court agreed that the Secretary had ample grounds 
for delisting and denying certification. In the meantime the Congress 
had enacted the law that was calculated to allow continued use of the 
color on oranges because of the absence of the likelihood of harm, 


but only for a period of three years or until some other color more 


clearly harmless and suitable for use is brought out. 


Will Canada Follow Suit? 

It is interesting to note that in Canada, where there is a good 
market for Florida oranges, an order in council was passed, effective 
August 1, 1956, prohibiting the use of this and other colors in foods 
produced in Canada or imported into Canada. Whether Florida citrus 
interests will be successful in getting the same type of adjustment of 
its temporary situation from the Canadian Parliament that was ob- 
tained from the Congress of the United States I cannot say. 

Mr. Mintener has referred to the procedural legislation which 
extended the beneficial provisions formerly applicable only to food 
standards to other rule-making in the absence of controversies. This 
legislation is interesting in that it was so strongly supported by the 
Section on Food, Drug and Cosmetic Law of the New York State 
Bar Association, whose members to a large extent comprise this 
section of the American Bar Association. Not a single objection was 
raised anywhere in connection with the amendment, and | had an 
odd experience in connection with it. When the amendment, along 
with three others, was set for hearing before the House Committee 
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on Interstate and Foreign Commerce, it was necessary, both for the 
committee’s convenience and for mine, to postpone the hearing for 
a few days. Congressman Hale, who sponsored the bill in the House, 
had presented his bill to the committee a few days before I was called 
to testify on it; although no one else had been heard when I finally 
appeared to testify, the chairman informed me that the bill had already 
been considered by the subcommittee, favorably reported to the full 
committee and favorably acted upon by that committee. My testi- 
mony, which assuredly was not adverse, was not required at all. The 
Senate likewise passed the bill with a minimum of formality. I may 
say that the bill was classified as Administration legislation, although 
the assist from the lawyers facilitated its passage. 


Intent of Chemicals-in-Food Legislation 

Among the important pieces of legislation in which most action 
was taken is the chemicals-in-food matter which has already been 
discussed. I would like to make one remark about that. It has been 
said that the divergence of views between some of the representatives 
of industry and the Food and Drug Administration and the Depart- 
ment of Health, Education, and Welfare, seems to constitute a signifi 
cant snafu on a mere point of procedure. The objection that | wish 
to make is that the entire piece of legislation is procedural. It is 
already an offense—indeed, a common law crime—to sell poisonous 
food. The chemicals-in-food legislation is intended to establish a pro- 
cedure that will effectively provide for the implementation of the 
basic principle that food should not be poisoned and that all experi 
menting is done in advance of sale so that the public assumes no risk. 

As you know, the question of legislation for establishment inspec- 
tion of poultry occupied the attention of the Congress and received 
much consideration in the latter days of the Eighty-fourth Congress 
The first bill introduced by Senator Murray and others contemplated 
that a poultry-inspection service comparable to that provided in 1906 
for red meat would be established in the Food and Drug Administra 
tion. Responding to an invitation to testify on this bill as a spokesman 
for the Department, I found myself characterized as the “bureaucrat 
who rejected ten million dollars.” The consideration that we gave to 
the proponents of the bill within the Food and Drug Administration 
and in the Department convinced us that it would be a mistake for 
the Food and Drug Administration to undertake a routine in-plant 


type of inspection of the magnitude that would be involved in the 


coverage of poultry at a time when our people and our facilities are 
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tremendously and importantly occupied with the problems of expan- 
sion and development, looking toward a thoroughly adequate organ- 
ization to deal with all the food, drug and cosmetic supply. 


Department of Agriculture Best Suited to Provide 
Poultry-Inspection Service 

We are concerned over the lack of an adequate and effective 
poultry-inspection service and are in full agreement that such a service 
is as necessary for poultry now as it was for meat when the Meat 
Inspection Act was passed. However, it is our view that the people 
who have handled meat inspection over the years have done an 
efficient job and that the pattern and principles that they have evolved 
clearly show the practicability of carrying out a poultry-inspection 
service in the Department of Agriculture. Having reached these con- 
clusions, we did find ourselves in the position of urging the committee 
to a revision of the bill providing for the poultry-inspection service 
in the other department. We did so because we truly believed that 
under present and existing circumstances such a course is to the best 
interests of the American people. 

I should like to conclude by saying a word or two about some 
of the important regulations that have come into being under the 
authority of the law within the recent past or—more particularly 
to recite the philosophy applied by the Food and Drug Administration 
on the subject of additives in the meat and livestock area. 

When the proposal first arose for the utilization of diethylstilbestrol 
for better meat development of young cockerels, we adopted the 
philosophy that the use of this hormone in poultry was permissible 
only if there were no residue of the hormone in the edible portions 
of the bird. The philosophy has been followed in considering the use 
of diethylstilbestrol in other meat animals, such as cattle and sheep. 
The use in poultry originally involved implantation in the form of 
a pellet or plastic mass at the base of the skull of the cockerel. In 
the case of some of the other meat animals, implantation in the ear 
has been employed, but the widespread use in beef cattle has been 
through feeding. Since the purpose of the use of diethylstilbestrol 
in the diet of the beef animal is to affect the structure and the function 
of the animal’s body, although the hormone is used in food, it must 
be classed as a drug. Therefore, the diethylstilbestrol material sold 


by the pharmaceutical manufacturer to the cattle food manufacturer 


is a new drug, and must comply with the conditions that it be used 
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according to directions, that it shall not be unsafe to the animal to 


which it is ultimately fed and that the meat from the animal be safe 
for the human being for which it is intended. The feed manufacturer 
must acquire a supplemental new-drug authorization. Again, the 
principle is applied that there shall be no residue of the hormone 
substance in the edible meat of the animal. 


Antibiotics as Food Preservatives 

Last to be mentioned is the use of antibiotics as a preservative 
in foods. So far, there has been authorization for the use of only one 
antibiotic in only one food, and that is the use of chlortetracycline 
in the preservation of dressed poultry. It was found that dipping such 
poultry in a ten-parts-per-million dilution of chlortetracycline in water 
for a specific time left only seven parts per million as a residue in 
the carcass of the chicken and that this remaining residue in the raw 
chicken is unstable to heat, so that the cooking process, on the evi 
dence submitted, showed that here again we could adhere to the 
doctrine that no residue remains in the food as consumed. It was 
necessary to determine that a dressed chicken was a raw agricultural 
commodity within the purview of the Miller Pesticide Amendment 
and that the use of chlortetracycline as a preservative is a pesticidal 
use. It is interesting to note that not very long after we concluded 
that raw dressed poultry is a raw agricultural commodity, the Supreme 
Court of the United States reached a similar conclusion with respect 
to raw dressed poultry in connection with an appeal under the laws 
enforced by the Interstate Commerce Commission relating to inter 
state trucking. 

There has been considerable publicity relating to the use of anti 
biotics as preservatives in a number of foods, including fish, shellfish, 
and meats other than chicken. So far no such use has been authorized, 
and it may be described as still in the experimental state. 

There have been other regulations of significance adopted within 
the recent past, but time does not permit me to discuss them. 

I believe that I have not been guilty of re-emphasizing points 
that have been made by the Assistant Secretary, and I trust that | 
have not trod upon the toes of the other distinguished speaker, the 
Assistant General Counsel, who will follow me. 


Tribute to Bradshaw Mintener 
Now, before leaving the witness stand I would like to say with 
complete honesty and sincerity that I, along with all members of 
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the Food and Drug Administration, have the most profound regret 
at the departure of Brad Mintener from our immediate midst. He 
is one of the greatest things that ever happened to us and the ioss of 
his help and counsel as Assistant Secretary of the Department is 
tremendous. We are grateful for what he has done and hope for him 
fewer problems and greater happiness in his new work. If I may 


borrow a phrase from the political conventions, I salute him as a 


great American. [The End] 


FOOD AND DRUG ADMINISTRATION ANNOUNCES 
PROPOSED STANDARD FOR CANNED TUNA 


\ proposed standard for canned tuna was announced by the Food 
and Drug Administration on August 28, 1956. Full text of the standard, 
which was proposed in a petition filed by the National Canners Asso- 
ciation and 21 tuna packers, was published in that day’s issue of the 
Federal Register 

The standard would designate the various species of fish which 
might be called tuna. In addition to the true tunas, custom has long 
sanctioned the use of the term “tuna” applied to canned skipjack. The 
standard would recognize this practice, and would add to the list of 
tunas Euthynnus yaito or Kawakawa, a species taken in the Pacific and 
canned in the Hawaiian Islands. 


The styles of pack would be defined by the standard, and uniform 
names would be required for these—namely “solid” or “solid pack”; 
“chunks” or “chunk style”; “flakes”; and “grated.” These names are 
now in general use. 


The standard would require an accurate labeling statement as to 
the color of the tuna. Light-colored tuna is generally considered more 
desirable, and there has been some consumer complaint in the past 
because rather dark tuna was labeled as “light.” The standard provides 
for differentiating between the shades of color by use of a special optical 
instrument so that there need be no reliance on opinion as to the color 
Under the standard, tuna would be labeled as “white,” “light,” “dark,” 
“blended light and dark” and “blended dark and light.” 


The name of the packing medium would be required to be shown 
on the label. The permitted liquids would be vegetable oils, olive oil, 
and water. The standard would also permit optional use of seasoning 
ingredients with appropriate label declaration. 


A proposed standard of fill would require cans of tuna to be filled 
as full of fish as has been found practicable. Compliance with this 
requirement would be determined by removing the contents of a can, 
pressing out the oil and watery juice, and weighing the press cake, con- 
sisting of cooked fish of relatively uniform composition. 


Thirty days is allowed for filing written comments on the proposed 
standard. 





Searching for Medical Truths 


in the Courtroom 
By WILLIAM W. GOODRICH 


The Assistant General Counsel for Food and Drugs, United States Depart- 
ment of Health, Education, and Welfare, Read This Paper at the August 28 
ABA Meeting at Southern Methodist University School of Law, Dallas 


ECENTLY, while one of Texas’ most fabulous oil men was visit 

ing in Little Rock, he was asked what he would most like to see 
in Arkansas. He said he wanted to meet the man who could sell natural 
spring water for $40 a barrel while a whole 30-gallon barrel of best 
Texas crude oil sold for only $4. 

More recently, we met that man before an Arkansas jury. We 
were there alleging that his water was being represented falsely as a 
treatment for arthritis, bladder disorders and kidney disease. 

We lost the case. In it we had a new lesson on the difficulties of 
establishing medical facts in a way that will satisfy the minds of 
laymen. 

This has always been a serious problem under the Nation’s food 
and drug laws. In the early days, the Supreme Court expressed a 
great distrust for medical opinion testimony. In the McAnnulty case, 
the Court held, in effect, that medical facts—unlike ordinary facts 
were not susceptible of proof. This inexorable rule meant that most 
medical frauds were beyond the pale of regulatory laws. 

The influence of McAnnulty was immediate and great. Soon after 
that case was decided, the Supreme Court construed the Food and 
Drugs Act as having no applicability to “mistaken praise” for medical 
wares, even when they were falsely represented as specifics for cancer. 


481 
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While Congress closed the breach part of the way in 1912, the amenda 
tory law prohibited only those representations of curative and thera 
peutic effect that were both false and fraudulent. 

Thus, the more ignorant the promoter of a drug, the better his 
chances of profiting from a worthless nostrum. Under such a law, a 
race track tout became a highly successful medicine man, and for 
25 years there was no real impediment to any but the rankest kind of 
medical misbrandings. 

In 1938, Congress eliminated the requirement that fraud be proved. 
It decided that as much harm could be done by a worthless drug in the 
hands of an ignorant promoter as in the hands of a deliberate cheat, so 
drugs and therapeutic devices were then declared to be misbranded 
if their labeling were either false or misleading in any particular. 

The mere enactment of the new law went a long way toward the 
elimination of flamboyant promotion of medicines and devices. But 
the effect of McAnnulty persisted during the legislative debate and in 
litigation that followed over several years. There was an argument 


advanced both in Congress and in the courts that the Constitution in 


some way did not permit the operation of regulatory laws to prevent 


misrepresentation and half-truths where there were differences of 
medical opinion, Ultimately, the Research Laboratories decision under 
the food and drugs Act and Reilly v. Pincus, decided under the postal 


fraud statute, reduced McAnnulty to a mere shell. 


But these decisions meant only that the truth or falsity of medical 
claims could now go to the trier of the facts for decision, not that a lay 
jury or a judge would have the necessary understanding of scientific 
testimony uniformly to reach the truth of the matter. A 90-year-old 
judge held in 1948 that the government had not proved its case against a 
simple enema apparatus offered through chiropractors as a cure-all 
for disease, and in the good year 1954 a district judge decided the govern 
ment had failed to prove that a brew of weeds would not treat diabetes. 
Both cases, fortunately for the unwary public, were reversed on appeal, 
but they reflect a continued distrust of medical experts who testify 
on training and experience alone, without clinical use of the medical 
nostrum. 


Cases involving “cancer remedies” and treatments for arthritis 
present our greatest current challenge, both because of the extreme 
difficulties of proof where the causes of the diseases themselves are not 
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well understood and because of the very large number of our citizens 
afflicted by these two disorders. 

An example of each type of case will illustrate the problem that 
confronts us. These will show that litigation to control medical mis- 
branding is time-consuming and costly, and that it is uncertain as to 
result, even when simple medicines are involved. 


Treatment for Arthritis 
During the last year we have been engaged in a serious contest 
over the value of a drug treatment, called Tri-Wonda, for arthritis. 
The principal ingredients are a combination of acids, These are taken 


along with a laxative and a preparation containing a single vitamin 


and a flavoring. Tri-Wonda’s exact origin has not been traced, but the 
drug, under another name and in the hands of another promoter, was 
the subject of a postal-fraud affidavit of discontinuance several years 
ago. 

The composition of the treatment is not at all mysterious, and any 
medical man informed in the field of arthritis would say at once that 
the treatment could not possibly affect the course of that serious 
disease. One topnotch clinical investigator told us it would be a waste 
of his time and of money to try such an irrational mixture of medicines 
in the clinic on arthritic patients. 

Yet seven full weeks of trial before a federal judge were needed 
to hear all that had to be said about the drug as an arthritis remedy 
Now, more than three full years after the case was initiated, the result 
is still not in. During all that time, the mail-order sale of the drug 
has continued and has been increasing. It is being promoted in small 
newspapers throughout the land, and thousands of sufferers from 
arthritis have tried it. 

What, one may ask, could possibly have taken such trial time: 
Is this a case that has been overtried ? 

The government presented outstanding specialists in the disease 
They testified not only from expert knowledge, but also from clinical 
Jrials they themselves had conducted that the drug is worthless for 
arthritis. The defendant responded with a medical theory spun for her 
long after the case was started. Not until the matter was in litigation 
did the promoter of the drug seek some rationalization of how it might 
work. When she first consulted expert advisors, she was told that the 
problem was “almost hopeless.” Nonetheless, a literature search was 
made and a teacher of pharmacology came up with the theory that the 
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acids in the treatment would affect the acid-base ratio of the body, 
and thus act as a diuretic to draw fluids from the involved joints. The 
theory was built on work reported in the medical literature by an 
outstanding investigator. But this investigator testified for the govern- 
ment that his research was not in any way applicable to the acids of 
Tri-Wonda. The teacher of pharmacology, however, insisted that the 
research proved the value of the treatment. She adhered to this sworn 
statement even though she was unfamiliar with the daily dosage of 
acids and though it was shown that the normal foods a person might 
eat would have a greater effect on acid-base ratio than would the small 
amount of acids received from Tri-Wonda. Three general practitioners 
testified that clinical trials they had conducted on scores of people hav- 
ing miscellaneous joint aches and pains proved the value of the 
medication for rheumatoid arthritis and osteoarthritis. Eight days 
were required for cross-examination and rebuttal of this testimony. 

The court is faced squarely with the responsibility of deciding 
what side he shall believe. If he believes the defendant’s witnesses, we 
have the anomalous situation in which there is, in the eyes of the law, 
an adequate treatment for arthritis when, medically, the search for 
such a treatment is being pursued with great vigor and at tremendous 
public and private expense in the foremost scientific laboratories and 
hospitals and clinics of the Nation. 

Cancer is much the same. A tremendous effort is being made by 
government and private sources alike to find the answer to the enigma 
of cancer. Meanwhile, literally thousands of sufferers from the disease 
are falling for worthless treatments which promise a drug cure today, 


where honest medicine can promise none. 


“Cancer Remedies’ 

The two largest-selling of the fake cures, the Koch treatment 
and the Hoxsey treatment, are being widely promoted despite govern- 
mental efforts to control them. 

The Koch treatment has been the subject of two six-month-long 
criminal trials. The first resulted in a hung jury and the second in 
a mistrial when one of the jurors became ill during the final delibera- 
tions. The Federal Trade Commission issued a cease-and-desist order 


after very protracted proceedings involving the treatment, and its 
finding that the drug was worthless for cancer was affirmed by the 
United States Court of Appeals for the Sixth Circuit. Nevertheless, it 


remains on the market. 
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The story of the Hoxsey treatment is about the same. After a 
trial, the district judge found against the government, holding that the 
Hoxsey drugs sometimes cure internal cancer. This was reversed on 
appeal. The Fifth Circuit reviewed the whole record and concluded 


that the government had shown by overwhelming evidence that the 
Hoxsey drugs cured no one of internal cancer. A permanent injunction 
was issued prohibiting the interstate distribution of the drugs. Hoxsey, 
with the support of a Pennsylvania state senator, opened a new clinic 
near Pittsburgh, and the issue is to be tried there in September. The 
witness lists presented at pretrial indicate that more than 300 witnesses 
will be called. The government's case, like the prior Hoxsey case, will 
rest upon the best experts in the country. Hoxsey relies on a few 
apparent cures he has collected during his career of 30-odd years of pro- 


moting his treatment. 


Jury of Laymen 


In this, as in the case of Tri-Wonda, it is universally known among 
real medical experts that the Hoxsey drugs are worthless for internal 
cancer. But Hoxsey will present a handful of apparent cures, and a 
jury of laymen must decide the issue in one of medicine’s most difficult 
areas, The jury must decide whether the claimed cured patients actu- 
ally had cancer in the first place. If so, then it must say whether the 
Hoxsey drugs or some other treatment, such as surgery or radiation 
cured it or whether the disease has regressed spontaneously as it some- 
times does, or whether the patient still has cancer though he appears 
to be—temporarily, at least—clinically improved. The greatest risk 
here is that the jury might mistake a one-in-ten-thousand cancer case 
that ran an unpredictable and unusual course as some evidence that 
the Hoxsey drugs had something to do with it. To qualified investiga 
tors, a case of that kind—the results of which are not reproducible 
is no evidence at all! 

We must all agree that the jury is poorly equipped by training 
and experience to answer these questions. Any one of many possible 
trial inciderzts may well control their decision. The very best of the 
Nation’s cancer experts are not necessarily the best witnesses. Many 
doctors fear the witness chair almost as much as lawyers fear the 
operating table. Quite generally, such experts are ill at ease as wit 
nesses in court, and the question-and-answer technique admittedly is 
a poor device for getting to the truth on vital scientific and medical 


questions. (Continued on page 492) 
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R. CHAIRMAN, MEMBERS of the American Bar Association, 


Ladies and Gentlemen: 


I am honored, indeed, to appear on your podium today with the 
distinguished speakers participating in your program. I am particu- 
larly pleased to have been invited to speak to you, since my father 
was a member of the American Bar Association throughout his pro- 
fessional lifetime. 


In giving some thought to the development of my remarks, | 
concluded that to engage in platitudes would essentially be useless 
and, indeed, an imposition on you, my hosts. Accordingly, I decided 
to try and bare some problems which I believe confront us and at 
least present my views for consideration. Hopefully, some of these 


views may serve as a basis for future discussion of the problems. 


It seems clear and irrefutable that the two major professions in 
this country, law and medicine, share the great responsibility to face 
issues squarely, with a vision that goes far beyond the confines of a 
strictly scientific view or a strictly legal interpretation, Ours must 
be a broad vision that not only encompasses the technical, both legal 
and medical, but likewise includes without hesitation or reluctance 
the fundamental moral issues as well. Repeatedly, history demon- 
strates that government in the name of the people, and on the vote of 
the people, intercedes whenever any group fails to meet its responsi- 
bilities to society. We in the Food and Drug Administration and you 
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in the legal profession must not only be constantly aware of the 
immediate effects of a given action at hand, but also give due con- 
sideration to, and fully evaluate, its long-range effects. I personally 
dislike reaching decisions because of precedent rather than on the 
merits of a problem. For a profession where prior decisions—prece- 
dent if you will—are so fundamental and so crucial, I am not infre- 
quently amused at the vigor and, occasionally, even vehemence voiced 
against precedence by some of your colleagues on behalf of a way 
ward client. Here, indeed, seems to be the kind of situation where 
expediency adversely affects good judgment and common sense. Who 
here in good conscience could argue for the defilement of human food- 
stuffs by rodent excreta? Who here would want to increase the 
amount of offensive foods on their family table? Similarly, who here 


honestly would want to dispense with the safety concepts provided 


in the law and rely entirely on the integrity of the purveyor? While 
most are honest and conscientious, we all know that there are some 
who are not. The fundamental motivation of all police and regulatory 
work is the protection of the many from the unbridled actions of a 
few. We recognize crimes against society, and we must deal with 


them forthrightly and effectively. 


Federal Act a Self-Policing Statute 

Let’s for the moment consider the nature of the Federal Food, 
Drug, and Cosmetic Act itself. Perhaps this is not amiss on the fiftieth 
anniversary of the adoption of federal food and drug legislation. This 
law is in accord with the basic principles of Anglo-Saxon law and is 
representative of the highest principles of our form of government 
It is not a licensing statute nor does it attempt to regulate the day 
to-day activities of those subject to the law. Rather, it is a self 
policing statute depending primarily upon the cooperation of the 
respective manufacturers who function under the law. Only when a 
transgression occurs do the penal provisions come into effect. In the 


words of one eminent attorney: 


It is this freedom of action subject to Government regulation only 


the acts of an individual may be against the public interest that has permitted 


American business to grow and thrive 

There are several areas of food and drug law operation where 
the medical profession and the legal profession must work together 
to achieve a practical and satisfactory solution to problems involving 
enforcement of the law. For example, one of the most important 
parts of the Federal Food, Drug, and Cosmetic Act, the new-drug 
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section, requires Food and Drug Administration’s medical advisers to 
determine when a “new drug” has been shown to be safe. If one 
asks “Safe for what purpose?”’, the words of the Act answer “Safe 
for use under the conditions prescribed, recommended, or suggested 
in the proposed labeling.” This legal provision requires the medical 
advisers to consider many factors which have a bearing on the ques- 
tion of whether or not the article is “safe.” Can one decide whether 
or not a drug is “safe for use under the conditions prescribed, recom- 
mended, or suggested in the proposed labeling” unless one takes into 
account the purpose for which the article is intended, as well as such 
other factors as dosage, route of administration, and contraindicatives? 
In short, can the medical adviser ignore the question of whether or 
not the drug is effective for the intended purpose when he is called 
upon to decide the broad question of whether or not the drug has 


been demonstrated to be safe for the intended use? 


Management's Concern with Efficacy of *‘New Drug’’ 


This is not too surprising, and it should net be. In fact, it is 
what happens almost daily within the many drug firms in this coun- 
try. One of the first questions that management and/or a good sales 
manager wants answered is: “How good is this drug—how does it 
compare with other drugs on the market for the same purposes?” 
In essence, gentlemen, they are concerned with the efficacy of the 
drug, since it materially affects the wisdom of a business decision to 


market it. 


There is another matter I should like to discuss with you here 
today because it goes to the very heart of the new-drug procedure, 
and its underlying philosophy. This is the growing tendency on the 
part of some firms to work carefully with us in the development and 
phrasing of statements contained in the product brochure submitted 
as part of the new-drug application and then, as soon as the appli 
cation becomes effective, essentially to ignore this information. In its 
stead appear other company brochures or booklets bearing little if 
any resemblance to the basic literature piece submitted with the appli 
cation. Some launch out with new indications and directions for use 
which were never covered in the original new-drug application. 
Others apparently never even print the brochure, which, as you know, 
is supposed to be the basic information piece for the medical pro- 
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fession. Still others change their brochures at will—some even on 
the very first printing. 


What is the net result of these practices? It is clear that in 
effect they negate the very safety factors which the new-drug pro- 
cedure was designed to insure. An effective new-drug application is 
beyond doubt an official legal document. It defines in no uncertain 
terms the indications, contraindications, cautions, dosage and basic 
professional literature. To break the terms of the effective application 
is to court trouble. We intend to preserve the integrity of the new 
drug procedure. The revised new-drug regulations which went into 
effect on August 24, 1956, established the administrative procedures 


for suspending an effective new-drug application. This is the logical 


regulatory action to be employed to counter violative practices. To 
be forewarned is to be forearmed. 


Clinical Studies 


\s you know, there are a host of unresolved problems in medi 
cine much as there are unresolved problems and controversies in and 
under the law. One of the most important of these in new-drug work 
is the type of clinical studies undertaken to demonstrate both the 
safety and other important aspects of the drug’s use. For example, 
with the increasing age of our population who, because they live 
longer, are more subject to the chronic diseases than heretofore, it 
becomes increasingly difficult to evaluate the use of a drug for chronic 
disease in short-term studies. The natural competitive factors which 
exist impose on industry management the necessity for bringing a 
good drug to market at the earliest possible date. This pressure is in 
turn reflected in almost all levels of the company and not infrequently 
is focused in the medical department of the firm. There are certain 
reasons for this which I| think bear some discussion 


First, and perhaps most important, is the fact that we are deal 


ing with drugs for human use. It is the medical department which 
bears the heavy responsibility of obtaining necessary clinical studies, 
interpreting the results and making a medical recommendation—a 
professional recommendation, if you will—as to whether it is safe to 
market and whether it is worth marketing. The fact that the medical 
department does not always enjoy the privilege of making the final 
decision which represents the course of action the firm will follow 


does not nevertheless invalidate or otherwise relieve them of the 
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burden of telling management what represents good medicine—even 
if they don’t want to hear it. 


Second, it is possible, and usually much easier, to condense in 
time the necessary chemical—and even most pharmacological—studies 
by increasing the number of pairs of hands, the number of brains and the 
number of man-hours to be devoted to a promising program, and 
expanding severalfold the type and size of indicated animal studies. 
In other words, it is possible with the addition of animal cages and 
scientific personnel to expand rapidly the scope and extent of even 
the pharmacology. The only important limitation is that imposed by 
time in obtaining adequate chronic-toxicity studies. The situation is 
not the same, however, when the drug is taken into the clinics for 
human use. Disease itself, and particularly the chronic disease, is not 
a constant process. It is subject to remissions and exacerbation. The 
disease process is influenced by all of the factors in life which daily 
affect and alter mood and personality, and the disease in turn imposes 
its own burdens on the body. In consequence, the physician who 
assumes the responsibility for conducting investigative studies with a 
new drug must, if he is to maintain his moral conscience as well as 
his reputation as a responsible investigator, proceed slowly, carefully 
and conservatively. This takes time. There is no way I know of to 
predict what will happen to a given patient's arthritis, heart disease 
or, for that matter, skin disease at the end of two, three, five or ten 


years’ treatment with a drug which has not yet been used for that 
period of time. While what happens to the individual patient is of 
great importance, that in itself is not necessarily the whole story. 
The real question is: “What will happen to a great number of pa- 
tients with a given disease at the end of two, three, five or ten years’ 


time?” This, then, is one of the problems of a good medical depart- 
ment in industry. It is equally a problem for the Bureau of Medicine 
of the Food and Drug Administration. I recognize and fully appreci- 
ate that we cannot have, nor should we expect to have, five-year or 
ten-year answers with drugs before reaching a decision on safety. 
That would be utter medical nonsense. Contrariwise, however, both 
from a medical point of view and, perhaps, even a legal point of view, 
I feel certain that many firms would be well advised to re-examine 
the scope and extent, timewise, of their studies in support of their 
new-drug applications. At what point do relatively short-term studies 
become sufficiently substantial so that management can with good 
conscience and sound business judgment base important management 
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decisions and financial programs on such studies? This is not an idle, 
rhetorical question. It is in fact a business question. It is 2 medical 
question and, as | see it, it is also a question which could well deserve 


the careful study of industry’s legal counsel. 


Reconciliation of Good Medicine and Good Law—Benefits 

The reconciliation of good medicine with good law is at times 
arduous. The benefits may nevertheless be rewarding and clearly in 
the public interest. It is for this reason that we are undertaking a 


complete revision of Regulation 1.114 under Section 505(i) of the law. 
Our purpose is not to inhibit or obstruct the legitimate conduct of 


clinical investigation and progress but rather to limit, if not obviate, 
the blatant and purposeful abuse of this section of the law. As it now 
stands, some are engaging in the active sale of competitive new-drug 
products on a bid basis for institutional and other purposes without 
the slightest intention of obtaining an effective new-drug application. 
Other abuses exist where thousands of doctors have been offered the 
sale of a drug labeled solely for investigative purposes. Where does 
bona-fide research end and commerce begin? We will undertake publi 
cation of the proposed revision so that we may have the benefit of 
your help, as well as that of others vitally interested in the healthy 


growth of a strong industry. 


Since joining the Food and Drug Administration, I have had 
the opportunity to review many files containing legal briefs. Among 
other things, I have been struck by the tremendous contrast between 
a legal brief, its methods and intent, and the work of a pharmacologist 
or physician. Unless I am misinformed, much of your argument and, 
in fact, the strength of your argument depends on your ability to cite 
important decisions and legal interpretations rendered previously 
This is almost diametrically opposed to the methods of a biological 
scientist. First he must clearly delineate the experimental problem, 
then carefully design a protocol which may reasonably be assumed 
to answer the questions. Next he must retire to the laboratory and 
actually conduct the work for himself or supervise its conduct. When 
it is completed, he must interpret his data and formulate his own 
conclusions. No biological system is completely predictable or com- 
pletely controllable. Hence, all kinds of complicating circumstances 


arise which must be evaluated in terms of the over-all experiment 
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An outstanding scientist once stated in my presence that the essential 
characteristic of the physical scientist is that he is deductive in nature 
and reasoning whereas the biological scientist must be intuitive in 
nature. If this be so, it is not hard to see why the intuitive nature and 
reasoning of the biological scientist do not always coincide with the 
somewhat rigid legal ana historical approach of the attorney. I am 
impressed by the fact that such problems as do exist between the 
attorney and the physician or scientist only become problems when 
we are faced with evaluation and interpretation. This is not ne:es 
sarily detrimental, since it often contributes to the development of 
the facts—which, after ali, are the only sound basis for action 


Hope for Continued Cooperation 


I have thoroughly enjoyed my visit here with you today, and 


despite our problems I hope that the legal profession and the medical 
profession will continue together to take the lead in developing and 
working out an ever-better medical, social and legal structure under 


which we may live. [The End] 


MEDICAL TRUTHS IN COURTROOM— 
Continued from page 485 


The “due process” of science is very different from due process 
in the courtroom. Scientists reach the truth by reporting their observa 
tions and experiences in medical literature and at professional meetings 


where their colleagues may accept or dispute their results. 


It is the lawyer’s highest duty to seek the truth. It is especially 
important that erroneous decisions on medical questions be avoided 
Truth here is vital to life itself. No effort can be spared in preparation 
or in trial, for a wrong decision that a drug will cure arthritis or cancer 
—to mention only two diseases—has immeasurable consequences in 
human suffering. This tremendous burden of preparation and trial 
so taxes the small resources of FDA that many worthless drugs and 
their promoters are unmolested while other litigation runs its course. 
While a mistaken finding in private litigation is serious indeed, a 
mistake that in effect licenses a false claim for a worthless drug sub- 
jects every one of us to the meanest kind of exploitation. We simply 
can’t afford such a mistake. [The End] 





Judicial, Administrative 
and Legislative Developments 


Significant Comments 


By THOMAS W. CHRISTOPHER 


Legislation 


Congress, in its recent session, passed several amendments to 


food and drug laws. 


Sections 401 and 701(e) of the Federal Food, Drug, and Cosmetic 
Act were altered so as to simplify the procedures in prescribing 
certain regulations. Subsection 401(b) was eliminated, and Section 
70l(e) was rewritten to eliminate a public hearing on noncontro 
verted proposals.' The Perishable Agricultural Commodities Act 


was changed in several respects.* 


The federal narcotic statutes were amended for the purpose of 
securing more effective controls;* one of the devices used is stiffer 
penalties and, under certain circumstances, the death penalty is pro 
vided. In the case of a person over 18 years of age who knowingly 
sells heroin to a person under 18, the death penalty is within the 
discretion of the jury. The Narcotic Drugs Export and Import Act,‘ 
to which the death penalty amendment applies, is based on the power 
of Congress to regulate commerce with foreign nations.’ Since the 
Supreme Court has interpreted the commerce power, in effect, to be 
akin to a “police power,” I would suppose that adding the death 


penalty would raise no serious constitutional question.* The same 


1 Pub. L. 905, 84th Cong., 2d Sess. (Au- *21 USC Secs. 171-174, 176-185 (1952) 
gust 1, 1956); also Pub. L. 672 (July 9, * United States Constitution, Art. I, Sec 
1956). 8, cl. 3 

27 USC Secs. 499a and following (1952). * The federal government has no police 

* Pub. L. 842, 84th Cong., 2d Sess. (July power as such Its general powers as to 
30, 1956) regulation are: (1) commerce power, (2) 

‘Pub. L. 728, 84th Cong., 2d Sess. (July taxing power, (3) treaty power, (4) spend- 
18, 1956) ing power and (5) power of investigation 

5’ Cited at footnote 4, at Sec. 107 
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probably would be true under the Opium Poppy Control Act of 1942,° 
which is based on the treaty power.’® 

The Harrison Act and the Marihuana Tax Act ™ are tax statutes, 
under the power of Congress to tax. A death penalty in these statutes 
might present a constitutional question. 

Regulation by way of the taxing power is, of course, common, 
and its validity has been upheld many times—including the federal 
regulation of narcotics via a tax.“ But the power to regulate via a 
tax is not unlimited, and such power is not on all fours with the 
commerce power. The general rules for regulating by way of the 
taxing power may be stated in simple terms. 

Where the effect of a statute is to suppress or to prohibit a 
subject or where the tax statute includes regulation which bears no 
relation to the collection of the tax, the constitutionality may depend 
on the way the statute is written. If the tax is unconditional, and no 
other purpose appears on its face, the courts will not look into the 
motives of the lawmakers, even though the effect of the law is to 
prohibit and even though the revenue produced is negligible.** The 
same is true even though the statute affects activities which Congress 
could not otherwise regulate." 

If the tax is conditional, so that it may be avoided by compliance 
with the statute, the validity of the act is tested by the power of 
Congress to regulate the activities in question. In one case the 
Supreme Court phrased the key question in this regard as follows: 

Does this law impose a tax with only that incidental restraint and regulation 


which a tax must inevitably involve? Or does it regulate by use of the so-called 
tax as a penalty?” 

In the past the Supreme Court has held the narcotic laws to be 
valid tax measures."® Since it is proper to provide a penalty for viola 
tion of tax statutes, the question here is whether the death penalty 
is a proper penalty in a tax law. 

The amendment would be unconditional, except that it requires 
knowledge. But an extremely harsh penalty, such as death, could be 
used by the courts to conclude, from the face of the statute, that it 


was more than a tax measure. A few centuries ago, men and even 


children were hanged for “stealing” a rabbit, but our community 


* 21 USC Secs. 188-188n (1952). % See footnote 13 
* See Stutz v. Bureau of Narcotics, 56 F. % Bailey v. Drexel Furniture Company, 
Supp. 810 (DC Calif., 1944) 259 U. S. 20, 36 (1922). Also see Sunshine 
" Internal Revenue Code Sections 4701- Anthracite Coal Company v. Adkins, 310 
4775, 7237-7238 (1954). U. S. 381 (1940) 
2 U. 8. v. Doremus, 249 U. S. 86 (1919). % See footnote 12. 
™U. 8. v. Sanchez, 340 U. S. 42 (1950); 
Magnano v. Hamilton, 292 U. S. 40 (1934). 
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mores and sense of justice have advanced somewhat since, and most 
people today would be profoundly shocked if a man were to be hanged 
for evading a tax. Yet that is exactly what, on the face of it, is 
provided by such an amendment—unless we are to assume that this 
really is not a tax measure at all. When we make that assumption, 


constitutional questions arise. So the courts could find from the 
penalty that the statute is not a taxing effort at all, but rather is an 
effort to regulate what Congress could not otherwise control. 


Decisions 

Misbranding.—A defendant was charged with misbranding for 
having refilled, without authorization, a prescription for a habit 
forming drug.'’ He argues that the counts in the information are 
duplicitous in that he is charged with a violation of Section 503(b) 
(1) ** (dispensing drugs without a prescription) and with a violation 
of Section 301(k) * (misbranding). The crux of the argument seems 
to be that Section 503(b)(1) is a violation standing alone, and that 
Section 301(k) adds a second violation. The court rejects this argu 
ment, pointing out that the scheme of the statute is to make a viola 
tion of Section 503(b)(1) misbranding under Section 301. To reach 
this conclusion, the court construes the word “deemed” in Section 
503(b)(1) as creating an “irrebuttable presumption, a rule of substan 
tive law.” The court thus holds that Section 503(b)(1) is covered by 
Section 301(k) in proper cases. 

It may be noted that the scheme used in the Federal Food, Drug, 
and Cosmetic Act, whereby various prohibited acts are made so by 
referring back to Section 301, is not the only practicable approach 


" U. 8. v. Carlisle, CCH Food Drug Cos- upon an oral prescription of such practi- 
metic Law Reports { 7356 (CA-5, May 31, tioner which is reduced promptly to writ 
1956). Also see U. 8. v. 2600 State Drugs, ing and filed by the pharmacist, or (ili) by 
Inc., CCH Food Drug Cosmetic Law Re- refilling any such written or oral prescrip- 
ports { 7359 (CA-7, July 11, 1956) tion if such refilling is authorized by the 

® “Sec. 503 (b)(1) A drug intended prescriber either in the original prescrip 
for use by man which tion or by oral order which is reduced 

(A) is a habit-forming drug to which promptly to writing and filed by the 
section 502(d) applies: or pharmacist The act of dispensing a drug 

““(B) because of its toxicity or other contrary to the provisions of this para 
potentiality for harmful effect, or the graph shall be deemed to be an act which 
method of its use, or the collateral meas- results in the drug being misbranded while 
ures necessary to its use, is not safe for held for sale 
use except under the supervision of a * Sec. 301 The following acts and the 
practitioner licensed by law to administer causing thereof are prohibited 
such drug: or “(k) The alteration, mutilation, destruc 

(C) is limited by an effective applica- tion, obliteration, or removal of the whole 
tion under section 505 to use under the or any part of the labeling of, or the 
professional supervision of a practitioner doing of any other act with respect to, a 
licensed by law to administer such drug, food, drug, device, or cosmetic, if such 

shal! be dispensed only (i) upon a writ- act is done while such article is held for 
ten prescription of a practitioner licensed sale and results in such article being 
by law to administer such drug, or (ii) adulterated or misbranded 
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in legislative drafting for a food and drug law. It is the usual one 
in the United States, but the 1953 Canadian food and drug law uses 
a direct approach and states in each section that certain acts are 
prohibited. Thus, in the United States version, Section 402 defines 
adulteration and Section 301 states that selling adulterated articles is 
prohibited. The Canadian act combines the two functions in one 
section; for example: “No person shall sell an article of food that 
(a) has in or upon it any poisonous or harmful substance i 
The words “adulteration” and “misbranding” are not integral parts 
of the Canadian act. 

Clean Hands.—A defendant sold a plaintiff a quantity of herring 
which was labeled as mackerel—both knowing of the misbranding. 
The plaintiff was to sell the lot to a customer in Egypt, the latter 
being aware of the deception. The defendant gave the plaintiff a 
signed guaranty to the effect that he would be responsible for all 
“consequences” resulting from the misbranding. As feared by the 
plaintiff, the customer in Egypt refused payment on the goods, on 
the grounds that the labeling violated the laws of Egypt. Thereupon, 
the plaintiff sought recovery from the defendant on the written guar 
anty. The court ruled with the defendant, saying: 

Sometimes a transaction is so plainly prejudicial to the public good, so clearly 
repulsive to every concept of morality and fair dealing, that a court need not look 
further to ascertain whether it is also proscribed expressly by some statute.” 

Interrogatories \ claimant’s objection to interrogatories asking 
for names and addresses of a physician’s kidney and gall-bladder 
patients for whom the claimant’s mineral water had been prescribed 
was overruled, the ground being that claimant had already opened 
the subject of the number of such patients.** The court also held that 
such disclosure did not violate the physician-patient relationship pro 
tected by an Arkansas statute, saying that the patients’ names and 
addresses do not constitute information acquired from patients which 
was necessary to enable the physician to prescribe for them. This 
ruling is in accordance with that of other courts.” 

The physician-patient privilege is of statutory origin, and now 
It represents an example 


23 


exists in about two thirds of the states.’ 
of the trend to extend the privilege to various professions, including 


public accountants, newspapermen and physicians. 








2 See McCormick, Handbook of the Lau 
CCH Food Drug Cosmetic Law Reports of Evidence (1954), pp. 213-214 
{ 7353 (N. Y. S. Ct., App. Div., April, 1956). % At p. 211. 
=U. 8. v. 353 Cases .. . Mountain Valley 
Mineral Water, CCH Food Drug Cosmetic 
Law Reports { 7357 (DC Ill., May 17, 1956) 
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